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RJ%: Docket #97N-484S

To Whom I& May Concern:

It has recently come to my attention through the September 30,1999  issue of the federal register that the FDA is
proposing to regulate some types of allograft  material as medical devices. I have becn,utiIiziug allograft bone
implants in spinal surgery for the past 16 years. The FDA currently regulates the safety of the bone bank which
provides this tissue. I am concerned that altering the regulations in this fashion may result in sign&ant  cost
increases and limited supplies due to the lengthy regulatory documents and clinica trials required. This would
certainly have an adverse impact on quality of patient care. Please contact me if I can provide any f?uther
information. Thank you for your consideration in this matter.

Sine ely,

b,k
Eric W. Scott, MD

Cc: Ron Picard,  President
MedtronicBofamor-Danek
1800 Pyramid Place
Memphis, TN 32132



Eric Scott, M.D.
The Women’s Center
6440 W. Newberry  Road, Su 401
Gainesville, FL 32605

Dcxxrment  Management Brach (HFA-305)
Food and Drug Administration
5630 Fisher’s Lane, Room 1061
Rockville, Maryland 2085%


